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KETOPROFEN
Ci6H1404
. —SKS: 0105178
L. Muc dich s dung: Chuin Duoc dién Viét Nam Ketoprofen SKSO]OS 178duoc st dung
cho cac phép thr dinh tinh va dinh lugng bang phuong phép phan tichhéaly. -
Intended use: The Vietnamese Pharmacopoeia Reference Substance Ke{o};wfén control

No. 0105178 is intended to be used in phy;ic\ochen;zjcd{” ‘analysis for assay and
identification.

II. M0 ta: Bot két tinh mau trang hodc gan nhu tréng.
Description: A white or almost white, crystalline powder. .
e T N

IIL. Két qui phan tich: Di chiéu voi chudn Ketoprofen USPRS SKS: HOB216 c6 ham
luong 100,0 % CsH 1403, tinh theo ch*itd@lamkhc‘)
Analytical data: The Ketoprofen USPRS yiot;;;"/,/vHOBZ] 6 was used as Standard and
regarded as 100.0 % C;sH,,05, calc\u\la\ted on,rjpfhe dried basis.

1. Dinh tinh (Identzficatiows)" S

a. Phd h;‘}ng\ngoai NN \\ Phi hop véi phd hdng ngoai cua Ketoprofen chuin
Infrared absorption. o 3 //Concordant with infrared absorption spectrum of
" " Ketoprofen RS.
b Khoang chay // ) : 93°C -95°C

\ Meh‘zng range

#

2. Bétmng Vé ‘méu sdc dung dich : Dat

Appeqfanc/ej/ of solution Passed

3. Mét khéi lwong do 1am kho : 0,03 %
Loss on drying

4. Tap chét lién quan (HPLC) : Tung tap <0,12 %
Related substances Toéng tap: 0,33 %

Any individual impurity <0.12 %
Total impurities: 0.33 %

5. Tro sulfat : Dat
Sulfated ash Passed
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6. Kim loai néng : Dat
Heavy metals Passed

7. Pinh lugng (HPLC)

: 99,80 % C16H1403, tinh theo chit da lam kho.
Assay ,

Do khong dam bao do mé rong U = 0,10 %.
99.80 % C;4H;403, calculated on the dried basis.
Expanded uncertainty of the certified value

U=0.10%
IV. Hwéng din sir dung: Khong sdy trude khi ding
Direction for use: Do not dry before use

V. Bio quan: Nhiét do tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 g &
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Cac thong tin vé chét chuin c6 thé tra ctru theo dia chi: http://www.nidqc.gov.vn
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